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*n»r f*o»r «j*s ftftin wuft f fuwril Fm awnr ftawrc *t wt 

I 

Separate Paging b given to this Part In order that It may be filed as 
a separate compilation 


wiwr 'rfrvtr nrc’rnw 

(rrtw few) 
ftwft, 30 ftraar, 1988 

ST/fT. fa. 1115 («) :—sffafa «tfa 5 IHTH 1 T WTHlfT faiTR, 

1945 vt afk kufanr erk 4 ftnt irr^r, Bifafk artr sritsh 
ermfr ufafawr, 1940 (1940 «pi 23 ) 4t mrr 12 kfa 33 
41 s rfamyrre , urst wfr % wrw sfk mPwk **^rr*T jfaT- 
ot (wiw f^nfrnr) 4t efagein tf. st. «pt. fa. 317 (w) 

mfrtr 26 1986 % wttfa, *rnsr $ <1495, iraraw, 

upt 2 , 4v 3 , st-wt (i) Jufata 26 1989 k sreifw 

Pwtt w *rr faeif eftt % Fwfai 5nrrf^T jfa 
4t ffniw *ft iwr Fn#a h fwfa Ri ; 4’ : ra 4t xfawt farair 
ger stfa^RT |, 'srr 4t ww tri st ^srRfY |, % 

60 4t srarfk 4t ewffa % 93% wrefa sfk jjpw nfa ^ 

ft; 

sfU *3WI TTTO 26 9R^0, 1986 4t spTCT *fa 9RT 

fiPtT w «rr; 

880 01/86 


3 W 5TPF9 % H*T k 4 tf nr#T 9 T T,JTI<T 5 IFT =T?j)r 

f; 

WT, foffa TOR, sfrcfa 3fk iwrair erofr wFETpm, 
1940 ( 1940 er 23) 4t SKI 12 aftl 3 3 JKt IR^T HTf^nft 
w nftfa *rfa jit, sffafa <refafait ijsnjqrrc ktt it <trfa ^ 

RiWRI 3 /kfff kfa srRnrr nwnfi, Prow 1945 rt ajfa fanfaT 
rtttt Pro;' faKrfaftrr Pru s^fat |, sr«rtq;:— 

1. (1 ) tr fwfr rr offerer rpt srfafk [3fk sprrtR ewnfi 

('Tg'i tiffm) Fm, 1986 |t 1 
(2) ^ RraRij it wrsw 4 t Rrffij irr jpjw ^it 1 

2. sftiiFn afk st 67 i jr eiRift Prq-<r, 1945 tr,^—-> 

(1) fkwr 124-R % 9^^ PTRfafirr Ptw ^iwrFpr 

ftvRT '811*41, :— 

“124 »t: f-rnikn Rifw iMr % irnr^r Pnrfkw :nt»r 

4 t?rf % ftn RRe (3) if srfk'Rfk’r % 

(1) 
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( 2 ) t qyft «r ( 2 ) % faTO f TOro r R<jrpfV w- 
TOTtfas q?T vRlti :— 

«# 'T (in) 

(faror 124 -R *froj) 
mf*r <#tff * w 

(qr) fawtror mfR q'lfhTOt 'Mf ^ fag repp 

faqt"T: RTfaTOT srpt TO ffaT gP TOT T^hf 3ft ’ptfT 

srrtr fart faro tott ft ark fsreqft- fqrf*w 
T3TOjq?r fafaror qrftRRqr TORglr ?r *ifT r$ 

P’i ' 14 ' 1 tot Rq>q if fTM 1 qq» i£y 1 qii -f to 
TORT fafTOPR 3 TTO 3 TT RTO fJfT^rt <jqi$TO TOpT 

mr, fail irowm jrrfwrfV w^ffftsr pt (m- 
q^dlR faro wigm 

TORTOfTOg: RlfR Tte TOT q"t RTOi aftt 

■affarf totot fag Rg tort qr igpr $Nt i 

totr tor* 1 !: Rtfa qtfagrot qSfa nror torto fair 
RFfa qt 4 far. to. it ktojr ?fafy i 

tfror tort afk bror mrm :—^rrf»r qyfagrot #tt, ifa 
jj^TOfa qfMfa faff m *j?r*te TOTfe-qr tootr! <f -It farro 
wigm, frofa far r$ Rftfonrr $r R% ft; for fag srfa qt qfar 
-Chn^ tf gsr i^rr, fafar ^ qfy r^tot 3 ffa Jjromfy % $tfarr 
tarty 1 faw % f^rtj irwfw srefar tfror qt farofafaur faftr- 
ffatrf o% gwr »flx f«rrt fTOffa-r shn :— 

( 1 ) sffarftr to Rrrofaqr tor, mtfg ;— 

mfR qffagTOt 'tfym tyrou[tf|tf i 

( 2 ) fafaR fa t to tor nffa qro, 

( 3 ) fro tiwt+ 

( 4 ) w^irl% tfarfa fatfa oafa q>faT to firfaRfar gwr $t 

( 3 ) fafaRfar qfl mtfar sflt ran mffa i 

(6) qftir >tfr TOrrf efht Rfar^ 1 

rutor twig; *if shror wt W, wik if Rtfag gw r 
qfaTffa Prt qrrrr i 

(«) fWfro *nfir pqnr ^ nx^ 

flnrfr: 'ptw apt qq ^?tt w art jpt 
srart fwr w $ sfh: fqprpy fofctr t tt to 
FT firro 1 qiftrow trmifr & aft fqwro t<r 
% qrtn tow to> i i ^y Pt rtto PrfqTtar 
STtr rt sirt fart) torto q«Ri irt, fw^r <rj- 
*nro Tntrorrry q^, droqtfira ftwr 

anTOT 1 f t 

wtrtNwitt: Rifw qRTR q5)t htot qt toN sftt t)rrf 
q?T RTTO fq^T Riy RTRiT % W'JTO I 

tor rrNr : rtFr qrorr tor rpM Tfya rtto 
. TO 4 fqr. RT, t P‘^JR I^rtt I 

9 fqRT ptot aftt dror toirt : rtFt tout ttirt rR 
qrMtR rt toRrt wrtjTRf R ( Ef fro tTqqr 

fro% f% R^ ^PrfrTO tt% fp 4qr fro RTR Rt qrlRT tprfojT^R 
q|RT 1 ^fro qfN pP tt^r r 3 ft?: totorT tt gtftTO taNT i frow % 
firtr arofro srto ^ifro qt fRTOftrfisrT faftifejlf 
3fk prnfy f^^fro jrTO 

(1) af.qfir qr *,,?Rfaqr rpt, p<n^ :— 


rtHt qrotr q?(RT d r ropflp i 

( 2 ) fr fq af rf i qti rtr sftt tot 1 

( 3 ) TORtPI 

( 4 ) W? f^rr% tnfpt qnr WrafR ywr 

( 5 ) fafrofir pfr nrrfrtr aftt wtotr qft to&w i 
( e) ^y ?rtT^ arVt R'lTii 1 

torr inmt ’frt 15 ! ttot *r totot ?t Rtftrr hr *r 'Mrtiftar 

ftrRT 3IHT I 

foTOT : 1-5-1979 TOT TOTTOfrfttR Wrtftf »flt TOT TO »TOnfV 
fRTO, 1945 TOTTRR ^Vt afTOTt qTTOtr TfWTTO 

(totto frorpr) %■ sfqrrror *r wrUtot ^ tot aftqfif 
afit totto RTRify xrfrrlRWq silt froR (dt Tift qr^r 

TJTT- 61) WalqR; ^ l TOTTOT^ TORT I’lTJRi TO RTTO 
VITOT RTR 2, 3 (i) *r STTOfiKT .fRKfqf^R 

q-.fffgronfr iut totto tron tot, *r*rt(i; :— 

1. RT. TO. f-f. 1241 RTfra 6-10-1979 

2 . to. qrr. fR. 1242 frrftw 6 - 10-79 

3 . to. qn\ Fr. 1243 Rrtrtr 6 - 10-79 

4. TO. TO. fa. 1281 TOdW 12-10-79 

5 . TO. TO. fa. 430 TOtTar 19-4-80 

6. TO. TO. fa. 779 TO0W 26-7-80 

7. TO. TO. fa. 540(w) rrfftqt 22-9-80 

8. TO. TO. fa. 690 (w) TOfaa 5-12-80 
0. TO. TO. fa. 683(w) tirffaT 5-12-80 

10. to. to: fa. 682 (*r) mfw e-iz-so 

11. TO. TO. fa. 27 (v) TOflW 17-1-83 

12. TO. TO. fa. 478 (w) TOdV 6-8-81 

13. TO. TO. fa. 62 (W) TOdw 15-2-82 

14- TO. TO. fa. 402 (W) TOtiRr 22-6-82 

15. TO. TO. fa, 510 (w) TOftW 26-7-82 

16. TO. TO. fa. 13 (w) TOdw 7-1-83 

17. TO. TO. fa. 318 (w) TOdW 1-5-84 

18. TO. TO. fa. 331 (w) grrtfar 8-5-84 

19. TO. TO. fa. 460 (W) TOdW 20-6-84 

20- TO. TO. fa. 487 (*f) TOfN' 2-7-84 


21. 

TO. 

TT. ft". 

89 (*f) TOfhJ 16-2-85 

22. 

TO. 

TO. 

fa. 

788 («) TOfhJ 10-10-85 

23. 

TO. 

to, fa. 

17 (r) TOftW 7-1-86 

24. 

TO. 

TO. 

fa. 

1060 (R) TOTflTO 5-9-1986 

25. 

TO. 

fTT, 

925 (R) rfrfyiff 29-8-86 


[TO. ITW, 11013 / 4/85 tPT T 1 R 

rrtr. <fT, gn^RPtror, tojto Rfarr 

MINISTRY OF HEALTH AND FAMILY 
WELFARE 

(Department of Health) 

New Delhi, the 30th September, 1986. 
NOTIFICATION 

G.S.R. 1115(E) .—Whereas a draft of certain rules 
further to amend the Drugs and Cosmetics Rules, 
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1945, was published, as required by sections 12 and 
33 of the Drugs and Cosmetics Act, 1940 (23 of 
1940 ), under the notification of the Government of 
India, in the Ministry of Health and Family Welfare, 
(Department of Health), No. G.S.E. 317(E), dated 
the 26th February, 1986 in the Gazette of India, 
Extraordinary, Part II, Section 3, Sub-Section (i), 
dated the 26th February, 1986, inviting objections 
and suggestions from all persons likely to be affected 
thereby before the expiry of a period of sixty days 
from the date on which the copies of the Official 
Gazette containing the said notification were made 
available to the public; 

And whereas the said Gazette was made available 
to the public on the 26th February, 1986 ; 

And whereas no objection or suggestion has been 
received from public on the said draft rules ; 

Now, therefore, in exercise of the powers conferred 
by sections 12 and 33 of the Drugs and Cosmetics 
Act, 1940, (23 of 1940), the Central Government, 
after consultation with the Drugs Technical Advisory 
Board, hereby makes the following rules further to 
amend the Drugs and Cosmetics Rules, 1945, 
namely :— 

1. (1) These rules may be called the Diugs and 

Cosmetics (Fourth Amendement) Rules, 
19S6. 

(2) They shall come into force on the date of 
their publication in the Official Gazette. 

2. In the Drugs and Cosmetics Rules, 1945,— 

(i) after rule 124-C, the following rule shall be 
inserted, namely — 

‘T24-D : Standards for Sterilised Umbilical 
tapes.—The Standards for sterilised 
Umbilical tapes shall be as laid down in 
Schedule F(I11)” *, 

(ii) After Schedule F(H), the following Schedule 
shall be inserted, namely ;— 

“Schedule F(III). 

(See rule 124-D). 

Standards for Umbilical Tapes. 

(A) Standards for Sterilised Umbilical Polyester 
Tape— 

Description.—A uniform si rand of Polyester yarn 
prepared by braiding and may be finished with a 
suitable a silicone finishing material, white to yello¬ 
wish-white in colour. Tape shall be sterilised by 
Gamma Radiation or other suitable method approv¬ 
ed by the Licensing Authority. 

Other Requirements.—The Umbilical Polyester 
Tape shall conform to the claims made on the label 
in respect of length and width. 

Tensile strength.—The Umbilical Polyester Tape 
shall have Tensile strength of not less than 4 Kgs. or. 
straight pull. 

Packing and Labelling.—The Umbilical Polyester 
Tape shall be packed in sealed Polythene bags or 
sealed plastic containers which ensure that when 
packed, the tape is sterile. The packing shall protect 


the tape from contamination and damage. Every 
packing offered for sale shall bear a clear and perma¬ 
nent marking with the following particulars :— 

(i) The proper name of the drug i.e. Umbilical 

Polyeste r Tape ‘Sterile’. 

(ii) Manufacturer’s name and address. 

(iii) Batch number. 

(iv) Licence number under which the tape is 
manufactured. 

(v) Date of manufacture and the date of expiry. 

(vi) Length and width of the Tape. 

Storage condition.—It should be stored in a cool 
place protected from light. 

(B) Standards for Sterilised Umbilical Colton Tape— 

Description.—A Uniform strand of cotton yarn 
prepared by braiding and may be finished with a 
suitable silicone finishing material, white to yellowish- 
white in colour. The tape shall be sterilised by 
Gamma Radiation or by any other suitable method 
approved by the Licensing Authority. 

Other Requirement.—The Umbilical Cotton Tape 
shall conform to the claims made on the label In 
respect of length and width. 

Tensile strength.—The Umbilical Cottcn Tape 
shall have a Tensile strength of not less than 4 kg. 
on straight pull. 

Packing and labelling.—The Umbilical Cotton 
Tape shall be packed in sealed Polythene bags or 
scaled plastic containers which ensure that when 
packed the tape is sterile. The packing shall protest 
the tape from contamination and damage. Every! 
packing offered for sale shall bear a clear and perma¬ 
nent marking with the following particulars :— 

(i) The proper name of the drug i.e. Umbilical 
,Cotten Tape ‘Sterile*. 

(ii) Manufacturer's name and address. 

(iii) Batch number, 

(iv) Licence Number under which the tape is 
manufactured. 

(v) Date of manufacture and the date of expiry. 

(vi) Length and width of the Tape. 

Storage condition.—It should be stored in a cool 
place protected from light”. 

Note :—The Drugs and Cosmetics Rules 1945, as 
amended upto 1-5-1979, is contained in the 
publication of the Ministry of Health and 
Family Welfare (Deptt. of Health) contain¬ 
ing the Drugs and Cosmetics Act and the 
P.ules (PBGHS61). Subsequently the said 
rules have been amended bv the 
following notifications published in Part II, 
Section 3(i) of the Gazette of India, 
namely — 

1. GSR 1241 dated 6-10-1979. 
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2 . 

GSR 1242 dated 6-10-1979. 

15. 

GSR 510(E) dated 26-7-1982. 

3. 

GSR 1243 dated 6-10 1979. 

16. 

GSR 

13(E) dated 7-1-1983. 

4. 

GSR 1281 dated 12-10-1979. 

17, 

GSR 

318(E) dated 1-5-1984, 

5. 

GSR 430 dated 19-4-1980. 

18. 

GSR 

331(E) dated 8-5-1984. 

6 . 

GSR 779 dated 26-7-1980. 

19. 

GSR 

460(E) dated 20-6-1984. 

7. 

GSR 540(E) dated 22-9-1980. 

20 . 

GSR 487(E) dated 2-7-1984. 

8 . 

GSR 680(E) dated 5-12-1980. 

21 . 

GSR 

89(E) dated 16-2-1985. 

9. 

GSR 681(E) dated 6-12-1980. 

22 . 

GSR 

788(E) dated 10-10-1985. 

10 . 

GSR 682(E) dated 5-12-1980. 

23. 

GSR 

17(E) dated 7-1-1986. 

11 . 

GSR 27(E) dated 17-1-1981. 

24. 

GSR 

1060(E) dated 5-9-1986. 

12 . 

GSR 478(E) dated 6-8-1981, 

25. 

GSR 

925(E) dated 29-8-1986. 

13. 

GSR 62(E) dated 15-2-1982. 



[No. X-110I3[4|854M 

14. 

GSR 462(E) dated 22-6-1982. 



S. V. SUBRAMAN1YAN, 


PRINTED BY THE MANAGER, GOVT. OF INDIA PRESS, RING ROAD, NEW DELHI-110064 
AND PUBLISHED BY THE CONTROLLER OF PUBLICATIONS, DELHI-110054, 1986 



